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275 DEPARTMENT OF HEALTH SER/ICES DHS 148.04

Chapter DHS 148
CANCER AND CHRONIC DISEASE DRUG REPOSITORY PROGRAM

DHS 148.01  Authority and purpose. DHS 148.07 Dispensing requirements.
DHS 148.02 Applicability. DHS 148.08 Handling fees.
DHS 148.03  Definitions. DHS 148.09 Distribution of donated cancer or chronic disease drugssaipd
DHS 148.04 Requirementdor participation by pharmacies and medical facili plies.
ties. DHS 148.10 Sale of donated drugs or supplies.
DHS 148.05 Recipient eligibility requirements. DHS 148.1  Recordkeeping requirements.

DHS 148.06 Donations of cancer or chronic disease drugs and supplies.

Note: Chapter HFS 148 was enumbered chapter DHS 148 under s. 13.92 (4) (12) “Prescriptiondrug” has the meaning given in s. 450.01
(b) 1., Stats., and corections made under s13.92 (4) (b) 7., Stats., Register Janu (20), Stats
ary 2009 No. 637. , .

] ) ] (13) “Side effects of cancer or chronic disease” means symp
DHS 148.01 AUthOI’Ity and purpose. This chapter IS tomsof cancer or chronic disease.
promulgatedunder the authority of s. 255.056, Stats., to establish
andmaintain a cancer and chronic diseases drug repository pro - ! . . .
gram under which unused cancer and chronic distrasgsand ICanne{;‘or amcles Ttended for administration as a single dose,
cancerand chronic disease supplies may be donateddanad C@!f€CtiTom the container .
pensedo individuals who are diagnosed with cancer or chronic (14m) “Supplies” hasthe meaning under s. 255.056 (1) (h),
disease. Stats.
History: CR 04-142: crRegister June 2005 No. 594f. 6~1-05; CR 06-018: (15) “Tamper—evidentunit dose packagingmeans a con
.R July 2006 No. 607f.&-1-06. . . . .
am. Register July o- 6071 tainerwithin which a drug is sealed so that the contents cdmmot
DHS 148.02 Applicability. (1) This chapter applies to openedwithout obvious destruction of the seal.
the department and any person wimnates, receives, dispenses Hi(Sit)Otryi(ggiR 34(—1%;"21(CgeregiSée(rliun)eRZOQiNOj 5|9‘;fbgfglN-05é éivR &Og—%ési
H Has P e h am. 0 an , C(am) an m eqgister July 0. M —0b;
or Othem{lse participates or WISheS to parumpatﬂnmcancer and correction in (4) made under s. 13.92 (4p) 6., Stats., Register January 2009 No.
chronicdiseases drug repository program. 637.
(2) Over-the-countemedicationsand supplies not used to
administercancer and chronic disease drugs such as bandages QoS 148.04 Requirements for participation by
drainagebagsare not subject to the provisions of this chaptepharmacies and medical facilities. (1) EuicisiLTy. To be
Acceptingsuch items it the discretion of the individual pRar gjigible for participation in the cancer or chronic disease drug

macyor medical facility ; . i~ .
History: CR 04-142: crRegister June 2005 No. 594¢ &1-1-05; CR 06-01g: |cPOSIforyprogram a pharmacy or medical facility shall be in

(14) “Single—unit—-dosgpackaging” means a single—unit eon

am. Register July 2006 No. 607f.&-1-06. compliancewith all applicable federal and state laws, and admin
. . istrativerules.
DHS 148.03 Definitions. In this chapter: (2) NOTICE OF PARTICIPATION. (2) Participation in the cancer

(1) “Cancer or chronic disease drug” or “drug” means a prgr chronic disease drug repository program is voluntarphar
scription drug that is used to treat any one of the following:  macyor medical facility may elect to participate in the cancer or
(@) Cancer or chronic disease or sidée@f of cancer or chronic disease drug repository program by providing written
chronicdisease. notificationto the department of all of the following:
(b) The side éécts of any prescription drug under p@). 1. The name, street addressd telephone number of the
(2) “Cancer or chronic diseases drug repository” means gharmacyor medical facility P
medicalfacility or pharmacy thaas notified the department of
Lt:p(;lsei(t:ct;%rg)r'[ggpr):rrgelpate in the cancer or chronic diseases drcuc%tactas determined bthe pharmacist who is employed by or
(3) “Canceror chronic diseases supplgt “supplies” means undercontract with _the_ phermacy or medical facility . )
prescriptionandnon-prescription supplies needed to administer 3. A statement indicating that the pharmacy or medical-facil
a cancer or chronic disease drug_ Ity meets the e||.g|.b|||t.y requwer_nent_s under sub. é]])j the cho
(3m) “Chronic disease’has the meaning under s. 255.056 (13€nlevel of participation described in pgb).
(am), Stats. (b) A pharm_acy_or medical facility may fully participatetive _
(4) “Department’means the W¥consindepartment of health canceror chronic disease drug repository program by accepting,
services. storing,and dispensing donated drugs and supplies, or may limit
(5) “Dispense”has the meaning given in s. 450.01 (7), Stat#s participation to only accepting and storing donated drugs and
(6) “Distribute” has the meaning given in s. 450.01 (8), Stat8uPPlies. If a pharmacy or facility chooses to limit its participa
(7) “Distributor” has the meaning given in s. 450.01 (9), Stattlon, the pharmacy or facility shall distribute any donated drugs to

« " ; : : ‘fully participating cancer or chronic disease drug repository fol
Sté‘?s) Manufacturer”has the meaning given in s. 450.01 (12 bwing the requirements under s. DHS 148.00.

“ . o . . . Note: Notices of participation in theancer or chronic disease drug repository pro
(9) “Medical facility” has the meaning given & 943.145 (1), gramcan be sent tthe Department of Health Services, Bureau of Quality Assurance,

2. The name and telephone number pharmacist or another

Stats. 1 West Wison St., Madison, W1 53701.

(10) “Pharmacist’has the meaning given in s. 450.01 (15), (3) WITHDRAWAL FROM PARTICIPATION. A pharmacy or medi
Stats. cal facility may withdraw from participation in the cancer or
(11) “Pharmacy’means a pharmacy that is licensed under ghronicdisease drug repository progratrany time upon written

450.06,Stats. noticeto the department.
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Note: A notice towithdraw participation from the cancer or chronic disease drugtored. Donated drugs and supplies may nostoeed with non-
repositoryprogram should be sent to the Department of Health Services, B“reath‘anatednventory
lity A 1 Wi ., Madi WI 53701.
Quljligt%ryfsgsn(;f—’14¥tchZZ?st?etr ’Jur?ed Iggg's No.sgggt. &-1-05; CR 06-018; _ History: CR 04-142: crRegister June 2005 No. 594f, &F-1-05; CR 06-018:
am. (1), (2) (a) (intro.), (b), (3) Register July 2006 No. 607 8etL-06. am. (1) (2) (@ fntro.), (@) 1., (b) (intro.), (b) 3., (3) (intro.), (4) and (5) Register July

'DHS 148.05 Recipient eligibility requirements. Any  DHS 148.07 Dispensing requirements. (1) Drugsand
Wisconsin resident who is diagnosed with cancer or chronic digippliesshall be dispensed by a licensed pharmacist consistent
eases eligibleto receive drugs or supplies under the cancer agth the requirements in s. 450,1Stats., and ch. Phar 7.

ChHrF’tr"C d'CSRegf?jzdrulg repoiltorgoggoh?ri?& 105 CR 06015 . (2) The pharmacist shall inspect cancer and chronic disease
Istory: - . Crregister June 0. - @=1-09] = . H : H H
am. Register July 2006 No. 607f. &-1-06. drugsand supplies for adulteration, misbranding, and the date of

expirationbefore dispensingDrugs or supplies that are expired,
DHS 148.06 Donations of cancer or chronic disease ~ 2dulteratedor misbranded may not be dispensed.

drugs and supplies. (1) PERSONSELIGIBLE ToDONATEDRUGS ~ (3) Beforea cancer or chronic disease drug or supply beay
ORSUPPLIES. Any oneof the following persons may donate legallydispensedo a recipient, the recipient shall sign a cancer and
obtainedcancer or chronic disease drugs or supplies to a cangéBfonicdisease drug repository recipidotm and shall be orally
drug repository if the drugs or supplies meet the requirementtotified that the drug or supply may have been previously dis
undersub. (2)as determined by a pharmacist who is employed Bgnsed.
or under contract witla cancer and chronic diseases drug reposi (4) Drugsand supplies shall be dispensed only to recipients

tory: who meet theeligibility requirements in s. DHS 148.05, in the-fol

(a) An individual who is 18 years old or older lowing order of priority: _

(b) A pharmacymedical facility manufactureror distributoy (@) 'nd."’.'duals who are.unlnsured.. . . o
if the donated drugs have tsten previously dispensed or admin  (b) Individuals who receive or are eligible to receive Medicaid,
istered. Medicare,or other government based health care.

(2) DRUGSAND SUPPLIESELIGIBLE FORDONATION. (a) Cancer (c) All other individuals who are otherwise eligible under s.

and chronic disease drugs. A cancer ochronic disease drug is-eli DHS 148.05 to receive drugs or supplies from a cancer and
gible for donation under the cancer and chronic diseases dfijonicdisease drug repository

i i i i Note: Cancer and chronic disease drug repository recipient fcaimbe obtained
repositoryprogram Only if allof the fO”OWIng requirements are from the Departmers’website at http://wwwths.wisconsin.gov/forms.

met: o . History: CR 04-142: crRegister June 2005 No. 594f, &F1-05; CR 06-018:
1. The donation is accompanied by a completed cancer @ (2). (3) (4) (c) Register July 2006 No. 607, &#1-06.
chronicdiseasesirug repository donor form that is signed by the . C
g rep y d y DHS 148.08 Handling fees. A cancer and chronic dis

personmaking the donation or that perseauthorized represen . e
tative. easedrug repository may chge the recipient of a drug or supply
2> The druc exoiration date iat least 6 ths later than th a handling feeof no more than 300% of the Medicaid dispensing
: & expiration date igt least 6 months later than theeq o each cancer or chronic disease drug or supply dispensed.

datethat the druQ was donated. Note: The Medicaid dispensing fee can be founthe Wsconsin Medicaid Phar

3 The diugis In its original, unopened, tamper-evident Ly e e goviMecdicad2nandbooks pharmmacyinde .
dosepackaging thaincludes the drug’lot number and expiration "P-"WWW.C1IS. IN-govit naex.nm. -
date. Single-unit dose drugs may be accepted if the Singlgn aosier Jun 2008 Mo cost H1 o6, _> - 394 G105 CR 06-018:
unit-dosepackaging is unopened.

4. The drug is not adulterated or misbranded. DHS 148.09 Distribution of donated cancer or

(b) Cancer and chronic disease supplies. Cancer and chronic €hronic disease drugs and supplies. (1) Cancerand
diseasesupplies are eligible for donation under the cancer afigronic disease drug repositories may distribdtegs and sup

o : ; ; plies donated under the cancer and chronic disease drug-reposi
gﬂrgfntlﬁg'?gl?gﬁfngrggqﬁfgﬂteonr{sf)rogram ontyé supplies meet tory program to other repositoridsrequested by a participating

h . repository.

L. The supp.lles arg not ?dUI.te.rated or misbranded. (2) A cancer and chronic disease drug repository that has
_ 2. The supplies are in their originahopened, sealed packag g|ectednot todispense donated drugs or supplies shall distribute
ing. ) ) thosedrugs and supplies toparticipating repository upon request

3. The supplies are accompanied by a completed cancer ah¢he repository
chronicdiseaseslrug repository donor form that is signed by the (3) |f 3 cancer and chronic disease drug repositistyibutes
personmaking the donation or that persmauthorized represen grygsor supplies under sub. (1) or (2), the repository shalkcom
taﬂ\;ti: Cancer and chronic diseases drug reposionor forms can be obtained pletea cancer and chronttisease drug repOSitory donor form.
from the Departmerg’ website at http://wmghs.\aliscor?gin.gov/forms. gg?gg&qﬁéegrrgmggggoi S?\g)éroé tr[])eHdsor:EZrnggTE;;] ?;)W 1a S.Sﬁ(;rlr

(3) DRUGSAND SUPPLIESNOT ELIGIBLE FOR DONATION. All of b ? S )
; NN - e providedo the fully participating cancer and chronic disease
the following drugs are ineligible for donation @cceptance ﬁ{ug repository at the time of distribution.

underthe cancer and chronic diseases drug repository programiyic, " cg 04-142: crRegister June 2005 No. 594, F-1-05; CR 06-018:
(@) Controlled substances. am. Register July 2006 No. 607f.&-1-06.

(b) Drugs andsupplies that do not meet the criteria under sub. DHS 148.10 Sale of donated drugs or supplies.

Donateddrugs and supplies may not be sold.
(4) LOCATIONS WHERE DONATIONS MAY BE MADE. Drugs and  history: CR 04-142: crRegister June 2005 No. 594, &F1-05.

suppliesmay be donated on the premises of a cancer and chronic

diseasesirug repository to a person designated by the repasitory DHS 148.11 Recordkeeping requirements.

A drop box may not be used to deliver or accept donations. (1) DoNORAND RECIPIENTFORMS. Cancer and chronic diseases
(5) StoraGE. Cancer and chronic disease drugs and supplidg!g repository donor and recipiefarms shall be maintained for

donatedunder the cancer and chronic diseases drug repositéfjeast 5 years.

programshall be stored in a secure storage area wuéron (2) DESTRUCTIONOF DONATED DRUGSORSUPPLIES. A record of

mental conditionsappropriate for the drugs or supplies beingestructionof donated drugs and supplies that are not dispensed

)
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277 DEPARTMENT OF HEALTH SER/ICES DHS 148.11

unders. DHS 148.07 shall be maintained by the dispensing reposi
tory for at least 5 yearsFor each drug or supply destroyed, the
recordshall include all of the following information:

(&) The date of destruction.

(b) The name, strength and quantity of the cancehoonic
diseaseadrug destroyed.

(c) The name of the person or firm that destroyed the drug.

(d) The source of the drugs or supplies destroyed.

History: CR 04-142: crRegister June 2005 No. 594f. 8~1-05; CR 06-018:
am. (1) and (2) (b) Register July 2006 No. 60%,8f1-06.
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